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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S>OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenn adjustment See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to comnr]unlcation(s) filed on 8/30/2007, 7/23/2004 , 
2a)\3 This action is FINAL. 2b)l3 This action is non-final. 

3) 0 Since this application is in condition for allowance except for fornnal nnatters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) IE1 Claim(s) 1-16 is/are pending in the application. 

4a) Of the above claim(s) 1-13, 15-16 is/are withdrawn from consideration, 

5) n Claim(s) is/are allowed. 

6) S Claim(s) 14 is/are rejected. 

7) D Claim (s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 7/23/2004 is/are: a)IEl accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the con-ection Is required If the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomn PTO-1 52. 

Priority under 35 U.S.C. § 11 9 

12)S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)|EI All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1) S Notice of References Cited (PTO-892) . 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) S Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(sVMail Date 7/23/2004 . 8) □ Other: . . 
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DETAILED ACTION 



Election/Restrictions 



Applicant's election without traverse of Group II in the reply filed on 8/30/2007 is 
acknowledged. Applicant's further election of the following compound is also 
acknowledged: 



The infonmation disclosure statement filed 7/23/2007 fails to comply with 37 CFR 
1.98(a)(2), which requires a legible copy of each cited foreign patent document; each 
non-patent literature publication or that portion which caused it to be listed; and all other 
infonmation or that portion which caused it to be listed. It has been placed In the 
application file, but the information referred to therein has not been considered in its 
entirety. Specifically, the documents identified with an asterick (*) were not provided by 
the International Bureau and were not considered in their entirety. 




Claim 14 is currently under consideration. 



Information Disclosure Statement 



Claim Rejections - 35 USC §112 



The following Is a quotation of the first paragraph of 35 U.S.C. 112: 



The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
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art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of canying out his invention. 

Claim 14 is rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for treating psoriasis in certain animals by 
administration of specific embodiments of formula (I), does not reasonably provide 
enablement for treating any animal by administration of any compound encompassed 
by formula (I). The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to treat psoriasis in all animals by 
administration of all compounds encompassed by formula (I) commensurate in scope 
with the claim. 

To be enabling, the specification of the patent must teach those skilled in the art 
how to make and use the full scope of the claimed invention without undue 
experimentation. In re Wright . 999 F.2d 1557, 1561 (Fed. Cir. 1993). Explaining what Is 
meant by "undue experimentation," the Federal Circuit has stated: 

The test is not merely quantitative, since a considerable amount of experimentation is 
permissible, if it is merely routine, or if the specification in question provides a reasonable 
amount of guidance with respect to the direction In which the experimentation should 
proceed to enable the detemiination of how to practice a desired embodiment of the 
claimed invention. PPG v. Guardian. 75 F.3d 1558, 1564 (Fed. Cir. 1996).^ 

The factors that may be considered in determining whether a disclosure would 
require undue experimentation are set forth bv In re Wands . 8 USPQ2d 1400 (CAFC 
1988) at 1404 where the court set forth the eight factors to consider when assessing if a 
disclosure would have required undue experimentation. Citing Ex parte Forman . 230 
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USPQ 546 (BdApIs 1986) at 547 the court recited eight factors: 

1 ) the quantity of experimentation necessary, 

2) the amount of direction or guidance provided, 

3) the presence or absence of working examples, 

4) the nature of the invention, 

5) the state of the prior art, 

6) the relative skill of those in the art, 

7) the predictability of the art, and 

8) the breadth of the claims. 

These factors are always applied against the background understanding that 
scope of enablement varies inversely with the degree of unpredictability involved. In re 
Fisher . 57 CCPA 1099, 1108. 427 F.2d 833, 839, 166 USPQ 18, 24 (1970). Keeping 
that in mind, the Wands factors are relevant to the instant fact situation for the following 
reasons: 



1. The nature of the invention, state and predictabilitv of the art, and relative 
skill level 



The invention relates to treating psoriasis. The relative skill of those in the art is 
high, that of an MD or PHD. That factor is outweighed, however, by the unpredictable 
nature of the art. Fomiula (!) encompasses a large genus of compounds. For example. 
X is defined as any electron withdrawing group, which is a large class of substituents. 
Although the specification includes preferred embodiments of X (see p 5, In 5-14), these 
examples are not limiting, and X as claimed encompasses a large group of substituents. 
Certain embodiments of fomnula (I) are known in the art to treat other conditions besides 



' As pointed out by the court in In re Anestadt 537 F.2d 498 at 504 (CCPA 1976), the key word is "undue", not 
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psoriasis. For example, docosahexaenoic acid, which is encompassed by formula (I), is 

known in the art to have a different bio-activity than psoriasis treatment. Specifically, 

docosahexaenoic acid is used to treat methylmalonic acidaemia (see Aldamiz- 

Echevarria et al, Effect of docosahexaenoic acid administration on plasma lipid profile 

and metabolic parameters of children with methylmalonic acidaemia, J Inherit Metab 

Dis, 2006, 29, 58-63; see p 58, col 1, first paragraph and p 60, col 2, second full 

paragraph). Furthemriore, one skilled in the art could not treat psoriasis in any animal. 

A jelly fish is an animal, but has no skin, and cannot therefore have diseases of the skin, 

such as psoriasis (see STN search history wherein there is no art found concerning 

psoriasis and jelly fish). 

• » * » 

2. The breadth of the claims 

The claims encompass treatment of psoriasis in any animal by administration of 
any compound encompassed by formula (I). 

3. The amount of direction or guidance provided and the presence or 
absence of working examples 

The specification provides no direction or guidance for treating psoriasis in any 
animal by administration of any compound encompassed by formula (I). No reasonably 
specific guidance is provided concerning useful therapeutic protocols for using any 
embodiment of fomnula (I), other than the embodiments disclosed by Applicant. The 



"experimentation". 
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latter is corroborated by the working examples. The specification lacks a representative 
number of embodiments necessary to encompass the entire genus of fomnula (I). A 
"representative number" means that the species which are adequately described are 
representative of the entire genus. Thus, when there is substantial variation within the 
genus, one must describe a sufficient variety of species to reflect the variation within the 
genus. The disclosure of only one species encompassed within a genus adequately 
describes a claim directed to that genus only if the disclosure "indicates that the 
patentee has invented species sufficient to constitute the gen[us]." See Enzo Biochem, 
323 F.3d at 966, 63 USPQ2d at 1615; Noelle v. Lederman, 355 F.3d 1343, 1350, 69 
USPQ2d 1508, 1514 (Fed. Cir. 2004) (Fed. Cir. 2004). In addition, there is no 
reasonably specific guidance is provided concerning useful therapeutic protocols for 
treating psoriasis in any animal. 

4. The quantity of experimentation necessarv 
Because of the known unpredictability of the art, and in the absence of 
experimental evidence, no one skilled in the art would accept the assertion that the 
instantly claimed agents could be predictably used to treat psoriasis in any animal by 
administration of any embodiment of formula (I) as inferred by the claim and 
contemplated by the specification. Accordingly, the instant claims do not comply with 
the enablement requirement of §112, since to practice the invention claimed in the 
patent a person of ordinary skill in the art would have to engage in undue 
experimentation, with no assurance of success. 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 14 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The phrase "an effective amount" has been held to be 
indefinite when the claim fails to state the function which is to be achieved and more 
than one effect can be implied from the specification or the relevant art. In re 

» * • . 

Fredericksen 213 F.2d 547. 102 USPQ 35 (CCPA 1 954). In the instant case, claim 14 
fails to state the function which is to be achieved (i.e. what causes and/or symptoms of 
psoriasis are being treated) by administering to an animal "an effective amount" of a 
compound of formula (I). Examiner cites http://www.webmd.com/skin-problems-and- 
treatments/psoriasis-overview (accessed 9/18/20007) which teaches that the root cause 
of psoriasis Is still unclear (p 1 , In 33^0) and there are multiple symptoms associated 
with the disease, including (1) reddened, inflamed skin with a whitish, flacky layer of 
dead cells on top (p 1 , In 27-28), (2) red, scaly, raindrop-shaped spots on the skin (p 2, 
In 9-10), (3) puss-filled blisters on the skin (p 2, In 13), (4) red and scaly skin over large 
areas of the body (p 2, In 17), and (5) dry and bright red patches appear in folds of skin 
(p 2, In 21-22). In addition, the symptoms of psoriasis can vary a great deal depending 
on its severity (p 1 , In 8) and severe cases of the disease have symptoms including 
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serious bacterial infections and fever (p 2, In 34-37). As claimed, it is unclear what 
causes or symptoms of psoriasis "an effective amount" corresponds to. 

Claim Rejections - 35 OSC § 103 

The following is a quotation of 35 U.S.C. 103(a) which fomis the basis for all 
obviousness rejections set forth In this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Johansen et al (Johansen et al, Phospholipase A2 in Psoriasis: Phospholipase A2 Basic 
and Clinical Aspects in Inflammatory Diseases. Prog Surg. Basel, Karger, 1997, 24, 
225-231 ; document provided by Applicant) in view of Holmeide et al (Holmeide et al, 
Syntheses of some polyunsaturated trifluoromethyl ketones as potential phospholipase 
A2 inhibitors, J. Chem. Soc, Perkin Trans. 1i 2000, 2271-2276). 
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Johansen et a! teaches the treatment of psoriasis by administration of PLA2 
inhibitors (see p 226, first two paragraphs; p 230, last paragraph). Johansen et a! fails 
to disclose treatment of psoriasis by administration of a compound of formula (I). 

Holmeide et al teaches the utility of the following compound, referred to as 
compound 18. as a PLA2 inhibitor: 



Sv^COCFs 




(see p 2273, col 1, first paragraph; Scheme 2). 

One sl^illed in the art^ould be motivated to combine the teachings of Johansen 
et al, which teaches the utility of PI-A2 inhibitors in psoriasis treatment, and Holmeide et 
al, which teaches that compound 18 is a PLA2 inhibitor, to treat psoriasis by 
administration of compound 18. 



Conclusion 

No claim is allowed. 

Any inquiry concerning this comnuinication or earlier communications from the 
examiner should be directed to Paul W. Dickinson whose telephone number is 571-270- 
3499. The examiner can normally be reached on Mon-Thur 7:30 am - 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on 571-272-0718. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomnation for unpublished applications is available through Private PAIR only. 
For more infonmation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000*. 



273-8300. 



Paul W Dickinson 
Examiner 
Art Unit 1609 



September 20, 2007 
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